T
he retail cost of prescription medications increased an average of 7.4% annually from 1993 to 2003 . 1 This has significant implications for the millions of Americans who lack health insurance or prescription drug coverage. Among individuals with health insurance plans, 1 in 10 individuals age 65 years or younger and 1 in 3 persons over age 65 years lack prescription drug coverage. 2 While not all individuals who lack prescription drug coverage face financial hardship, it is well documented that medication costs often impede access and adherence to medication regimens. [3] [4] [5] Individuals without prescription drug coverage are more likely to skip doses or not fill prescriptions in order to lower medication costs. 5, 6 While physicians are aware of the high cost of prescription medications, they often are unaware of patients' out-of-pocket costs. 7 Evidence indicates that conversations between the provider and patient regarding the burden of outof-pocket expenses are infrequent. [8] [9] [10] Patient assistance programs (PAPs) are offered by pharmaceutical companies to help provide brandname medications for low-income individuals who lack prescription drug coverage. 11, 12 While these programs have the potential to increase patients' access to needed medications, many patients who qualify for these programs may not be aware that they exist. Many PAPs can only be found on the Internet, limiting the programs' use to individuals with computer access. Therefore, difficulty in obtaining information and applications may hinder PAP use. 13 Manufacturer-sponsored PAPs have been used in various health care settings, such as hospitals and ambulatory care and specialty clinics, to improve patient access to needed medications at little or no cost. [13] [14] [15] While the main objective of PAPs has been to increase patients' access to medication, limited evidence indicates that PAPs may also improve health outcomes in patients who qualify for PAPs, including increased adherence to medication regimens resulting in improved control of surrogate measures, such as blood pressure and hemoglobin A 1c . 16 MEDBANK of Maryland, Inc. is a statewide 501(c)(3) nonprofit organization that helps the uninsured and underinsured who are eligible for PAPs gain access to brand-name prescription medications. MEDBANK funds operations through state and foundation grants, as well as monetary donations from individual sponsors. Since its conception, MEDBANK has helped patients access $64.9 million worth of free medications. 17 MEDBANK acts as a conduit among patients, providers, and pharmaceutical manufacturers to obtain the information necessary to submit new applications, refills, and renewal applications.
RxBridge, a Web-accessible database developed by MEDBANK, allows for required patient and physician data to be entered into a standardized format. The program allows the pharmaceutical company's PAP application to be selected and merged with the appropriate applicant and physician information. The completed application is then printed out for the physician's and applicant's signatures. Over 100 company programs are represented in the database, comprising over 800 brandname medications.
In addition to helping patients complete PAP applications, MEDBANK has partnered with pharmaceutical companies to establish an inhouse pharmacy to increase the speed at which patients can receive select medications. Since 2001, MEDBANK has processed approximately 250,000 prescription requests for over 30,000 patients. In 2004 alone, MEDBANK had 10,000 active patients receiving prescription medications. 17 The purpose of this article is to describe pharmaceutical manufacturersponsored PAPs and their enrollment process and to demonstrate the complexity of accessing PAPs using a convenience sample of MEDBANK enrollees. While disease-specific foundations and patient advocacy organizations exist that may assist patients with medication access, this article focuses solely on manufacturersponsored programs.
Methods. Pharmaceutical manufacturers that provide PAPs were identified using the Internet search engines Google, Yahoo, and MSN. The keywords patient assistance program, medication assistance, and pharmaceutical company assistance were used to identify PAPs. Companies were contacted to verify acceptance of new patient applications for the programs. The data collection process included documentation that the drugs were available through PAPs, identification of eligibility criteria (i.e., qualifying income levels, age requirements, and insurance restrictions), and verification of the enrollment process to include program contact information, other required documentation, and any program renewal processes.
The data analysis phase of this project examined the number of drugs that a typical individual would request through PAPs and the related number of applications required to apply for those drugs. This involved generating a convenience sample of MEDBANK enrollees using RxBridge, a relational database built in SQL Server 2000 (Microsoft Corporation, Redmond, WA). RxBridge is compliant with the Health Insurance Portability and Accountability Act and able to facilitate application processing across thousands of patients. The database was used to provide descriptive analyses and to determine the most commonly requested and received medications. The number of unique programs from which applicants requested medications were calculated to determine the mean number of different applications completed and processed by MEDBANK enrollees.
Eligible individuals who requested medications through MEDBANK from January 2001 to April 2004 with complete application information in the database were included in the convenience sample for this analysis. Demographic information included age, gender, and race for descriptive purposes. In addition, total annual income was calculated based on financial information provided by applicants. Our analysis was exempted by the university's investigational review board.
Results (Table 1) . 18 Applications for PAPs were accessed in a variety of ways. The most convenient method for accessing an application was downloading it from the sponsor company's Web site or through Web sites sponsored by organizations such as the Pharmaceutical Research and Manufacturers of America, the Robert Wood Johnson Foundation, and patient advocacy groups, allowing individuals to search by medication or company for available programs. [19] [20] [21] Health care professionals, patients, and caregivers typically were eligible to request applications. Exceptions existed for medications requiring additional medical documentation or expedited delivery, as was the case with specialty medications. Programs for specialty medications and high-cost medications required the prescribing health care worker to contact the company's program directly to obtain applications and approval.
Specific information on both the patient and prescribing physician was required for all applications. The patient needed to provide complete demographic information, including date of birth and address. In addition, information on the applicant's financial status was required. Some programs requested that financial documentation, such as copies of recent federal income tax forms or social security benefit letters, be submitted with the application. The patient (or guardian) signed the application before submission.
The prescribing physician was required to complete and sign the designated portion of the application, providing name, office address, phone number, and fax number. Applications required the prescribing physician to provide his or her Drug Enforcement Administration number or state license number. All information pertaining to the requested medication, including the name, strength, dosage, and quantity, was required. While the quantity of medication supplied varied by company, the allowed quantity ranged from one to six months per fill; most companies dispensed a three-month supply. For specialty medications and medications for temporary use, the days supplied were tailored to the medication and the dosage or quantity requested by the physician. Some applications required a hard copy of the prescription signed by the physician to be included with the application.
Specific eligibility criteria varied by company. Medication assistance programs were available only for individuals who did not have prescription drug coverage from either public or private insurance. PAPs were primarily based on financial need. The specific level of financial eligibility varied by company. The primary determinant of financial eligibility was the annual household income adjusted to the current federal poverty level. Income eligibility also included the number of individuals living in the household, number of dependents, total assets, and total living expenses.
Applications were mailed to the designated program address unless it was specified that faxed applications were permissible. The sponsor company only reviewed applications that included all pertinent information and signatures of both the patient and prescribing physician. Applications took four to six weeks to process. If the patient was approved for the program, medications were sent to the physician's office or clinic to be picked up by the patient. Medications were sent directly to the patient in a few exceptions.
The process for obtaining medication refills varied by company. In some cases, a new application had to be submitted for every medication request. For programs enrolling patients for one year at a time, a refill 15 ,925 patients with complete application information requesting branded medications from PAPs were included in the convenience sample. The mean ± S.D. age of patients was 64.5 ± 15.9 years, and the average annual income was $15,500. The majority of the sample was Caucasian (65.5%) and female (69%) ( Table 2) .
Overall, medications for controlling chronic conditions such as dyslipidemia, hypertension, and diabetes were among the most commonly requested and received by MEDBANK enrollees. Requests for cardiovascular agents, antidiabetic agents, gastrointestinal agents, antidepressants, and analgesics were 40%, 13%, 6%, 6%, and 5% of the total number of requests, respectively. Thirty percent of the total requests were for medications in other therapeutic classes. The receipt rate for the top 25 medications requested, reflecting the number of medication requests received from those requested, ranged from 5.2% to 65.5% (mean, 52.9%) ( Table 3 ). The number of individuals requesting a drug was calculated by counting initial requests made for a medication. The count requested did not reflect medication refills or application renewals.
On average, patients filed applications for medication requests from approximately 5 distinct programs (mean = 4.7, range = 1-23). These requests may have included situations in which two medications from the same therapeutic class were requested from separate companies. This was possible if the first attempt was unsuccessful or if a change in the prescribed medication occurred.
Discussion. Our analysis suggests that accessing PAPs is a complex process. Many patients using these programs require multiple medications. The cost of monthly pharmacy bills can be substantial and may affect patients' compliance to medication regimens. Manufacturersponsored medication assistance programs have the potential to allow those patients who lack prescription drug coverage and face financial hardship to access needed medications. However, the complexity of the application process may act as a barrier to those who qualify. Understanding program availability and eligibility criteria will help identify patients who may benefit from these programs. Familiarity with the nuances of these programs will increase the ability to help guide patients through the application process.
The MEDBANK experience described in this article demonstrates that patients who qualify for PAPs are likely to access multiple programs to fulfill their medication needs. In addition, medications for chronic medical conditions such as diabetes, dyslipidemia, and hypertension were the most commonly requested. This is consistent with limited reported findings from other experiences with helping patients access PAPs.
14 The rate of receiving requested medications reflects the variation in individual experiences and programs. Applications submitted may be rejected for reasons including income ineligibility, patient enrollment into an entitlement program during the application process, and the existence of unreported insurance. In addition, some companies approve a large percentage of applications, while others approve very few. Programs change over time, resulting in fewer applications being accepted, or may be discontinued altogether.
A gateway program titled Partnership for Prescription Assistance was recently developed. 21 The program is the result of a collaboration of pharmaceutical companies, health care providers, patient advocacy groups, and community organizations to a Native American, Middle Eastern, Pacific Islander, and unreported. 22 The bulletin stated that Medicare Part D enrollees cannot be offered free medications by manufacturers through formal PAPs because it is considered an inducement to the use of more expensive medications, leading to a "heightened risk of fraud and abuse under the Federal anti-kickback statute." 22 The bulletin stated that alternatives to traditional PAPs may exist, including situations where pharmaceutical manufacturers donate medications to bona fide independent charities. MEDBANK is actively pursuing this possible avenue to support Medicare Part D enrollees who cannot afford the out-of-pocket costs.
Conclusion. The application process for PAPs was complex, especially when patients applied to multiple programs with different requirements and enrollment procedures. Understanding these programs and the application procedures will increase pharmacists' ability to counsel patients on access to prescription drugs and appropriate drug utilization. 
